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STUDY
Primary Objective Eligibility Exclusion Criteria

1) Determine if survival to hospital
discharge is improved with early therapeutic
administration of Captisol- Enabled
(PM101) formulation of IV amiodarone

2) Determine if survival to hospital
discharge is improved with early therapeutic
administration of:

a) Lidocaine compared with placebo

b) PM101 compared with lidocaine

1) 18 years or older

2) Non-traumatic cardiac arrest
Initial rhythm VF or pulseless VT
3) Conversion from another
pulseless rhythm to VF or
pulseless VT

4) Incessant or recurrent VF/VT
after receipt of 1 or more shocks
5) Established vascular access

1) Initial rhythm asystole or PEA without transition to
pulseless VT or VF

2) Valid DNR or POLST order

3) Blunt, penetrating, or burn-related injury

4) Exsanguination

5) Patient is a minor

6) Patient is pregnant

7) Patient is a prisoner

8) Prior treatment with lidocaine or amiodarone
during resuscitation

9) Known allergy to lidocaine or amiodarone
10) Patient wearing opt-out bracelet

1 Responder

VF or pulseless VT seen again after
1 or more shocks administered
v

Immediately resume

Confirm patient is not wearing an opt-out
bracelet or meets any other exclusion criteria

CPR for 2 minutes
after each shock;
then recheck rhythm

v
| Defibrillate 200 joules |
......... Y
|Establish IV/I0 as soon as possible !
_________ o
| Open ALPS study drug kit |
Y

If indicated, Epinephrine 1:10,000 1 mg
IV/1O followed by 20-30 mL flush
Y

If any problem arises
with adapter or
syringes, STOP

ALPS and resume
standard protocol

Attach CLEARLINK adapter to IV/IO port prior to ALPS drug administration

leave attached for duration of treatment

y

Administer 1st dose of ALPS IV/IO using clearlink adapter followed by 20 — 30 mL flush
Adult 100 Ibs or more; administer study drug syringes 1A and 1B
Adult less than 100 Ibs: administer syringe 1A only

v

If VF or pulseless VT seen again after 1t
dose of ALPS, defibrillate at 200 joules

k']

|Epinephrine 1:10,000 1 mg IV/IO followed by 20-30 mL ﬂushl
7

Administer 2" dose of ALPS IV/10 using clearlink adapter followed by 20 — 30 mL flush
Adult 100 Ibs or more: administer study drug syringe 2

Adult less than 100 Ibs: administer syringe 2

NOTES:

| Request medical consuttation |

e  Study drug MUST be administered using the clearlink adapter
e Any time a non-shockable rhythm is identified, assess pulse after 2 min CPR and treat accordingly. Should VF/VT recur,
resume treatment with study drug where last left off, using remaining syringes.
After administering study treatment, no open label amiodarone or lidocaine should be administered.
If syringe(s) in kit are broken or malfunction, STOP ALPS and follow standard protocol using open label amiodarone or

lidocaine.

o  Turn over ALPS written script to receiving hospital ED staff (1 to treating physician, 1 to nurse, 1 to tech/nurse)

o Retain study drug kit with any spent/unspent syringes. After reporting tracking number and usage to research staff, discard
syringes according to standard protocol for discarding medications.

e  Thoroughly document study procedures in PCR, including kit tracking number and study number.
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